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1 Purpose / Scope 

This procedure describes the requirements for procurement and inspection, management of security, allocation and reconciliation of labels used during collection, processing and storage of Cellular Material for use by staff within the facility.
2 Responsibilities

	Position
	Responsibilities

	Production Manager or delegate
	Responsible for ensuring only authorised staff are involved in the management of product identifier labels, including security, allocation, reconciliation and discard, to ensure that the following procedural requirements are met.

	Quality Manager
	It is the responsibility of the Quality Manager to review and approve new label templates and address any non-compliances and facilitate timely close out of CAPAs.


3 Equipment & Supplies

Not applicable
4 References

4.1 Insert list of referenced documents here
5 Additional information
5.1 Definitions
CAPA: Corrective and Preventative Action.

Reconciliation: Comparison and assessment of any discrepancy between the number of labels entering and leaving a given operation or series of operations.

Pack: Vessel containing cellular material collected from a donor / patient, typically a collection bag. 
5.2 Label Structure Requirements
Labels are comprised of 2 main elements: the face stock, and the adhesive.
5.2.1
Face stock of a label is the materiel that the visible part of the label is made out of. If 

possible face stocks should be of a synthetic nature with moisture repellent properties. 


This reduces:

· Absorption of spilt materials such as blood, and

· The chances of contamination and degradation of the label.


5.2.2
Adhesive must conform to specific standards based on the usage of the label.   

It is essential that adhesives comply with relevant standards because:

· Adhesives can be toxic if ingested or absorbed into the human body.

· They may have constituents that can migrate through the plastic compounds of bags.
· Adhesives may react with the plastic compounds of bags to cause deterioration or chemical changes. 
The international standard used to determine if an adhesive is acceptable is described by the “FDA: 21 CFR, Section 175.105” or equivalent standard.  This describes the ingredients of an adhesive that are acceptable in the following instances.

5.2.2.1 Primary Adhesion on packs
Primary adhesion is defined as the contact made directly between the label and a product pack where there is no other barrier present.  Examples of this are manufacturer’s base labels, and any in-house label applied directly to the plastic of a pack.

The adhesive must comply with “FDA Regulations 21 CFR, Section 175.105” or equivalent standard. 
and:

Have had migration studies lodged with a relevant regulatory body such as the TGA or FDA and had these studies accepted as safe





OR

Have a documented agreement with the TGA that the adhesive used is “Generally Recognised As Safe” (GRAS).
5.2.2.2 Secondary Adhesion on packs

Secondary adhesion is defined as where there is either incidental or no direct contact between the label and the pack.  Specifically, where there is a barrier already present, such as the manufacturer’s base label.  Some slight overlap at the seams (incidental contact) is allowable.

The adhesive must comply with either: “FDA Regulations 21 CFR, Section 175.105” or equivalent standard.


OR

Have a documented agreement with the TGA that the adhesive used is “Generally Recognised As Safe” (GRAS).
5.2.2.3 Non Pack Labels

Adhesives used for attaching labels to surfaces other than packs, such as test tubes, vials and aliquots, do not have regulatory requirements as stringent as those for packs.
· Ensure the adhesive is suitable for the surface it is to be applied to.
· Ensure the adhesive is suitable for the conditions that the adhesive will be                  routinely subjected to, including temperature variations, and moisture exposure, over relevant periods of time.

5.2.3
Pre-printed Labels

Where labels are pre-printed with text by the supplier, the supplier must be authorised by the Quality Manager as an approved supplier before ordering the labels.  A label artwork must have also been prepared and approved by the Quality Manager.  The label artwork should specify the types and colours of ink to be used as the inks can be transferred to the product in the same way adhesives can.  The label specification and approved final version of the artwork must be provided to the supplier with each order for pre-printed labels.
6 Procedure

All Cellular Material that is collected must be uniquely identifiable and traceable with a label forming the link between the donor / recipient, collection episode, and subsequent processing.

Different labels are used for different types of collections and processing steps and are identified through each unit’s procedural documentation.  

A CAPA report is to be completed if any discrepancy to these requirements is identified, such as missing label, details not entered or incorrect, labels not accounted for at any part of their usage. 
6.1 Security of labels

Pre printed labels must be kept in a locked storage area accessible only to authorised staff.  Labels printed on demand should be used immediately.
6.2 Production and Allocation of Labels

A client master copy template for all labels should be in controlled format, which also defines the labels use and specifications such as manufacture, colour, size, text and font. 
Staff allocating labels are responsible for ensuring that:

· The appropriate labels are used for each collection procedure / processing step and the label information is accurate and recorded on the relevant unit record.
· Labels are only allocated prior to determination that procedure will commence.

· A second person verifies that the printed labels are clear and accurate and signs/dates the relevant unit record. 
6.3 Reconciliation of Labels
Reconciliation of all labels from a label set must be undertaken immediately following completion of procedure and prior to product storage or leaving the facility.

Reconciliation is performed by physically verifying the presence or usage of each label from the label set. Those labels which can be physically accounted for as being present and used are to be checked against the remaining number not used. Staff performing the reconciliation must sign the appropriate batch record. 

Any discrepancy between the numbers used and number remaining must be immediately investigated.  If labels are unable to be accounted for the relevant Laboratory Manager and Quality Manager must be notified and a CAPA report written.
Those labels used in procedures where subsequent processing and label usage is not required are to be defaced with a line through them and attached to the batch record following reconciliation.

7 Changes to previous version

Not applicable – New Document
8 Appendices (optional)

9 End of document
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